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a “PROCEDURE “13. EXPERIMENTATION CN HUMAN SUBJECTS FOR INTELLIGENCE PURPOSRS 


A.C APPLICABILITY 


This proced.re applies to experimentation on human subjects if such experi- 
mentation is conducted by or on behalf of a DoD intelligence component. This 
procedure does not apply to exps:isentation on animal subjects. 


RB. EXPLANATION OF UNDEFINED TE (NS 


ity involving human subjects that may eapose such subjects to the possibility 
red ge debe or temporary injury (including physical or Psyehological damage 
and damage to the reputation of such persons) beyond the risks of iajury to 


which/such sublects are ordinarily expcesed in their daily lives, 
Bp a 


L. Experimentation in this context means any research or testiog actiy- 


2. Experimeutation is candacted on behalf of a DoD intelligence com- 
ponent if it as conducted under contract to that component or to another DoD 
component for the becetit of the iutelliyence comporent or at the request of 
such a component regarcless of the existence of a contractual relaticoship. 


3. Human subjects in this vourest includes any person whether or not 


such person is a United States person, 


C. PROCEDURES 

le Experimeatation on humaa sul jects conducted by or on behalf of a DoD 
intelligence compouent may be undertaken only with tae doformed .cunsent.of tbe 
SUDjECk, IP .accordeice with guide.anes issued by the Department .of.Health.and 
RuGa services, setbang out. couditious that Séfepguard the weltare ot such. sud- 
packs. 

2. DoD intelligeuce component: cay Dot engage in or contract for experi- 
mentation on human subjects without approval) of the Secretary or Deputy Secre= 
tary of Defense, or the Secretary er Under Secretary of a Military Departcent, 
as appropriate. 
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4 peace components to state and loeal ley en. 
; carvement authorities only when Hives are cn 
" o eetred and only purstant to a request by Ue 
re, dof ’such authority, Such requests must oo: 

y caved by the Be-retary er Under Secretocs 
-he Agmy. Under these circumstances expec: 

j rsomuel may be provided: to sach agency pre. 
aed participation in law enforcement actiei- 

ws fimtted as follows: 

(i) Only personnel with techisieal skits 
ot ceadiuly available fa sueh law enforcemen! 
wi lueiiies, Which can be utifeee ty presei. 

hoor serious injury, onay be ys owided: 

(b) Provision of suck perseinel will be 
imited to that neceasary tu peevent che dent! 

ngv10us injury that is throeutened. but in is 
sball such assistance be provided for more 
reo: 72 hours; 

(¢) Such pergouncl are net used to ar 

fooled persons who are susneeted of eam. 
cing, OF Who are abou? fe eromaut, a erie, 


(@) Use of such personel dees not vic 

hai. the Posse Comicatus Act. 
wd) #auiergency assivfreee. In emergency 
cacans, Where life is cilang-ved, dhe neque 
reared in (1) and (2) above may be oi, 
jo ded that it is reduces te owrttine and sul 
etd to VQDA(DAMIE-CiO) within 72 hours 


te} 


offers endaupered, duh: as to the hegritl 

sud propriety of the resuested axsistagice 
‘icdes this procedure should be resolved in fuvor 
rouviding the assistance, 


“LT, Procedure 17. Assignment of intelligence 
verscmel to other agencies, a. Applleablity 
tal renpe, This procedure syplius to the as. 
iy? nent of DA intelligence personnel to other 

sates Within the federal government. Phis 
‘porvedluce dees not apply to-~ 


iL) Assignment to state or local POVEL- 
sinks. corporations or other privaie organiza. 
“) Assignment to another ayency with. 
‘ae suelligence community when vast of the 
4 Of the assignment is to rain wNparlence 
od nowledge about the activities of the oti: 
epenes. Cleporting or report in this cantert 


AR 38i.-16 


operation or personnel of an age ney that ia not 
available publicly.) 


bh. Policy. mployecs of Army inteiligence 
coruponents who are assigned te work for sand 
under the direction of another agency of the 
iederal government will conduct themselves 


¢ 


for the duration of their assignment as if they 
Were employees of that avency. Any responsi- 
nities to provide information to or services 
ior DA will he stated expressly and made a part 
of the terns of the assignment. 
e, Proce lires. 

(1) Avsivnment of enmployees of Army in- 
ich yenee components to other agencies within 
ihe icderal government is governed ly DOU 
Rerective 1000.17. The memorandem of ayree.- 
Ment concerning such assienment and required 
by subsection D(6)(e) (1) of the Directive shall 
ine lade— 

(@) Au identifieation ef the Arwy intci- 
ligence component from which the employer 
het boon assirned wy DA, 

(b) A statement delineating the om- 
plusee'’s responsibilities, if any, for yeporting 
fo the DA about mistters thal come ta the er 
pooree’s atcention while on assignment outside 
Phe Departriont, 

(2) Other than ig permitted by the terns 
of ihe memorandum of avreerent pursuant to 
lioP THreetive 1000.17, an employee of an Army 
i:seciligence component on axsignmenr to ene 
other ageney of the federal government may not 
report to any Army component the operations 
or personnel of the agency te which the em- 
ployee is assipned, 

(3) Avtar completion of an assigniment to 
another agency of the federal voverament and 
retain to DA, an employee remaing under the 
aime restrictions, as to reporting, that applied 
when the employee was on guch assignment. 


vets. Procedure 18. Experimentation on fieman 
subiects. a. App licabiledy and Saupe, 

(1) This procedure applies te exp rimen- 
‘ation on human sabjeets if such experimenta- 
tion is conducted by or on behalf of anv Army 
intelligence component. This proeedare ¢ ses not 
apply ty experimentation oa animal subjects, 


geet 


AX 381-10 


a research, development, or related activii, that 
raay expose an individual to the pousibiulcy of 
injury (inchiding physical, psaycho.ogical, or 
social injury) that increases the ordinary risks 
of daily Hfe for the subject Cincluding [he rec- 
ognized risks inherent in a chosen occupation 

ficld of serviee’, or that temporeril: ad- 
versely affects a person’s mental or phivsical 
condition. 


(8) Experimentz.tion is conducted “on be- 
half of” an Army intelligence component if it is 
conducted under contract to that component or 
to another Army component for the benefit of 
the intelligence component, or at the ro quest of 
such a component rezardiess of the existence 
of a contractual relationship. 


(4) Human subjects in this context in- 
tludes any person rewardless of whether the 
person qualifies as 3 US person. 


i. Policy. Army intelligence comperents may 
conduct experimentation on human subjects 
only when an important foreign intellijence or 
Cl purpose is to be served, only after the in- 
formed consent of the subjeet has been obt.ined 
in writing, and only in accordance wits cuide- 
Nneg issued by the Deparunent of Heslth and 
Human Services setting out conditions that 
safeguard the welfare of the subjects, and other 
applicable ragulations. 


. Procedure, Army intedivence conpaierts 
may not enyage in or contract for experimen. 
tation on human subjeeis without vrior ap. 
proval of the Secretary or Under secretary of 
the Army. 


2—19. Procedure 19. Special artivities. a. Ap- 
plicability and scope. 


(1) This procedure applies to the conduct 
and support of special activities by A:nuiy ostel- 
ligence components. This provedure also applies 
to other Army components that provide support 
for apecial activities eonducted by Dol intel- 
lHgence componer.ts and other agencies within 
the Intelligence Cormniunily. These pecce dures 
do not apply to-— 

(a) Diplomatic or raliitery attache ne 
tivities conducted by DOD, 


2-22 
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tellipence; 

(c) Any functions in support of the 
collection and production intellience; or 

(d) The conduct of special activities by 
the military services in armed conflict or to 
military deception operations targeted, for will. 
tary purposes, against a hostile foreign power, 

(2) Conspiracy in this context has che 
same meaning as io the criminal law context 
and requires an overt act. Neither the term 
“assassination” nor the term “eonspire’ in- 
clude military or civilian menaures against on- 
going international terrorist activities (which 
is a defined term (see glosssry) and should be 
construed strictly), afreraft hijackings, or in 
response to danger of substential physical harm 
to any person. These terms do not apply to 
actions cf the military services In the exeau- 
tion of lawfully ordered military operations. 

(3) Diplomatic and mintary attache activ. 
ities means the representational, information 
gathering, and reporting aclivities performed 
by diplomatic and military attache personnel 
abroad. 

(4) Production of intelligence means “ne 
process of developing “intshigence products” 
which is a defined term. (see glossary). 

(5) Special activities mean activities con. 
cuelcd abroad in support of national forcign 
pohey objectives that ace des pned to further 
official US programs and pelcies abroad; dhat 
are plunned and executed so Uiat the rove of the 
United States Government is aot apparent, or 
acknowledged publicly and functions in support 
of such activities, but not inchiding diplomatic 
and military attache activities or the collection 
and production of intelligeuice or related sup. 
port functions, 

(6) Support, when used in this context, 


means the provision of essistsnce in the form : 
of transportation, training, supplies, eq: vipmeng et 


or expert personnel, 


b, Policy, No Army intelligence neat 
sy 


will participate in the conduct or support cf § 
special activities. No other Army cormpone 
will provide support for special activitic: oS Oto 
upon the specific direction of the Sceretarg g. 4 
Under Seeretary of the Avmy and the Sectetes id 


- « ¥ey 


=~ ke 


ee | 
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Use T'SCOM Regulation 15-3 24 February 1984 


Boards, Commissions and Committees 
HIGH PERFORMANCE REVIEW PROCEDURES 


Porting 1982 and 1983, in keeping with the US Army Intelligenes ard Security 
Cornand (CINSCOM) goal of “extraordtisary performance,” and seakiag to move the 
ccomand to a level which exceeds commonly defined parameters of porformance, 
Ye INSCOM conducted a study of hish performing organizations and progzams in 
the public and private sectors. Several technologies, management rechsiques, 

cining experiences and programs were tdentifled for further evaluation with 
‘ecpect to their potential to contribute to the development of extraordinary 
focividual and unset perrormance within the Command. This regulatica contains 
YHSCOM policies and guidance for vhat evaluation, establishes procedures for 
the use of INSCOM personnel as volunteers in evaluating and implereating high 
performing human systems and provides guidance for commanders and supervisors 
in further implementing and evaluacing those high performing ‘unan systems. 
Supplementation of this repgulatior Ls permitted only after ptlor a;proval has 
been obtained from this Headquarters, ATTN: IASJA. 
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Chapter 1 
GENTAAL INFORMATION 


‘o.. Purpose. This regulation contains INSCOM polictes and guldauce for the 


eveluation and implementation of tign performing human systems within the com 
mand. It == 


a. Promulgates procedures aad guidance for the use of INSCOY personnel 
as volunteers in the evaluation of high performing human systems; 


b. Establishes and implemests a raview process which is consistent with 
AR 70-253 


e. Insures the continued evaluation of INSCOM activities to assure that 
tne provisions of AR 70-25 are being followed; 


d.'' Establishes procedures to obtain a health hazard assessment prior to 
‘poroving an INSCOM vrotocol itssucd as required herein; and 


e. Promulgates INSCOM policies and procedures te assure that “NSCOM com- 
ponants do not engage in or contract For experimentation on human subjects in 
viclation of Procedure 13, AR 381-10. 


we Applicability. This regularton applies to all elements of the INSCOM. 
ester Heterences: 

a. AR 70-25, Use of Volunteers as Subjects of Research. 

be AR 381-10, US Army Intel! igence Activittes. 

¢» AR 70-31, Standards for Technical Reporting. 

Scope. 

a. Nothing in this repgulaticn {Ls intended to supersede requirements for 
health hazard or other safety reviews required by any other regulations or di- 
reccives. 


b. The procecures, policies and guidance contained ia thls regulation 
percain to the following: 


(1) Behavioral studies, research and/or testing involving human sub- 
jacts, regardless of whether conducred ty INSCOM, a contractor, or other agency 
utilizing INSCOM funcs. 

(2) Inclusto: of human subjects, whether as the direct or indirect 
wi feet of research, regardless of tie level or risk involved, in tha devclop- 
ve, Cesting or stucy of matcers esseetated with the missions and fonctions of 


rw 


1-1 
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the INSCOM, or the application of 


achtfeving his 


(2) 


fzational and 


24 February [¢-« 


non~tractttional ideas and technologies ‘[r 


1 performance of human resources. 


The investigation of programs sad tec: nologies to enhance orger- 
individual excellence wheire sich investigation involves the In~ 


clusion of human subjects as their object. 


15, 


Exempt Long. 


a. Research, testing and studies {a wtfeh human subjects are involved tu 
one or more of the following categories ure exempt from this regulation. 


(1) 


3onafide activities under the sponsorship of another Departme: 


of the Army componeat and involving surveys cr tnterviews where all of the fol~ 
lowing conditions exist: 


be identified 


place the subject at risk of criminal or 


(a) Responses are recorced 
directly or indirectly. 


{mn such a way that subjects canre 


(b) The subject's responses, LE they become known, would +>: 


vivil Ilabtlity or damage the gi: 


ject's finarctal or soctal standing or employihhlity. 


subject's own 


(c) The activity does aot coal with sensitive aspects of tho 
behavior, such as tllegal cOnvuct, drug use, sexual behavior, ©” 


use of aleohkcl. 


" * 
2; 
the data is r 
rectly or inci 


(a3 
educational 21 


struction, cur 


(4) 
termine how te 
ted by trainir 
thereof. 


_ Research which involves the use of educational tests, provi: > 
ecorded in such a way that the wibfects cannot be identified 
rectl;. 


Research {in non-INSCOM educat Loral settings which involve aorrs 
actices, such as -- 


. 


(a) Regular and special educirtonal sirategtes. 


(b) The effectiveness or the comparison among techniques of i1: 
ricula, or classroom methods. 


Follow-up debriefings, tuterviows, tests, or evaluations to qa 
‘ll particfpants have learned the information ot skills transmic 
@ or instructional activizies previousiy attended by the subjec. 


b. Exemptions of other activitles Frem “his regulation, even where such 


activities may be exempted from other sim{l-r 
Not be consiue 


INSCOM Human 
Lion. 


Technology Review Board 


| a 

‘egulations or directives, shal: 
less and until confirmed by the 
‘scribed elsewhere in this regula- 


red valid for INSCOM purpeses 


as Pr 


Appr 


i=2 
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| Chapter 2 
RESFONSTBILITIES 


ove Approving offictals. The Commanding General, the Deputy Commander, In= 
t:lligence, and the Deputy Commander, Support, are the designated INSCOM ap 
proving officials. Only these officials may approve the use of human subjects 


in, research. 


2-2. Commanders and Staff Flement Heads. Commanders at all levels within the 
I'SCOM, heads of Headquarters stiff elements, office chiefs and program direc- 
horg (hereinafter referred to only as commanders and staff element heads) are 


responsible within their respective funettonal areas for -- 


a. Insuring that the provisions of thig regulation are institutionalized 
into their organizational procedures and practices. 


b. “Insuring that no persons engage in or contract for experimentation 
Involving human subjects without che express approval of an INSCOM approving 
o'itetal. 


evle  INSCOM Human Technology Review Board (HTRB). The INSCOM HTRB is respon~ 
siule-tor =< SO ae ee ee 


é 


a. Observing written orocedures for the following: 


(1) nittal and continuing review of research, including the reports 
o* findings and actions to the investigator and the approving officlal. 


(2) Determination of thoss projects which must be --- 
(a) Reviewed more often than annually. 


(b) Verified from sources other than the investigators that no 
‘.toerfal changes have occurred since the previous HTRB review. 


(3) Prompt reporting co the HTRB of Proposed changes in the re- 
rch, and to the HURB and approving official of unexpected problems involving 
“*S to the subjects or others. 


b. Insuring that changes {1 approved projects (during the period for 
wiich approval has already been given) are not initiated without HTRB review, 
except to eliminate immediate hazac’s ta a subject. 


ce Reviewing proposed protocels at meetings attended by a majority of 
meuwgers except when an expedited review is used. For tke protocol to be ap- 
veoved, de will receive the approvi: of a majority of those members ‘present. 

d.« Reporting co the CG anv serious or continuing nencompliiance with HTRB 
recudirements and determinations found by investlgators. 


2~1 
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@. Cond 


Per to the degree a: 


£. Insuring the observation by a chic: 
each Investi;ation, as apprepriate. 


« 


&: Recommending safeguards or specla 


such recommead 
action: 


(1) 


col, 
(2) 
€3 53 


(4). Refer the protocol to a higher echelen 
action and review. 


2-4, 
Ular member cf 
the CG inforne 


HTRB regular members to the cG. 


2-5. 


re eT ree 


his staff to be the Executive Secretary of 


of the HTRB qs 


4+ Insuring that 
Graph 2-3 ars carried out. 


b. Preparing and distributing the 


members. 


e¢. Insur 


Ment on HTRB :ctions conducted under expedited 


2-6. 


Coaplain and JARCOM LNG, 


to serve ag a 
tive staffs, 3u 


nominating element head. 


COCSPPM) for zp 
or message, and 


a. Nom{nees wlll he identified by Name, carned degrees 
and duties, ard experfence, such as board cvtc} 


formation in 


Chairperson of the HTRB. The DCSPEM is cosignated Chalrperson and a roy- 


cor chairing HTRB meetings, keepin. 


Regular HTRB membership. 
seeeamimmeredaniionion as pee cama ena ied 


regular member of the HTRH. 


the nomination will he conplete ercuph 
enief expected contributions to HTRB reviews 


ucting a continuous revtlew of 
risk, but not less tian 


'2search 


wee per year, 


party of the 


conditions to a 
ations are made, 


Not reduce the safeguards or readittons, 


Require additional safeguards. 


Disapprave the protocol. 


the ATRB and is responsibie 


d of HTB activities, and recotmend ing 


responsible for -- 


the responsibllicies of 


dng that all HTRB members are at forded 


eo 


are each respons{thie 


bordinate command functional counterpart sta‘fs, 


roval/disapproval by the CC. 
will contain the Laformation 


fieatfloeas and 


2-2 


studies at 


@4 February 14° 


sousent process ap 


Protocol. Whi. 


the approvia;, official may take the followin: 


— approval/disapproval of 


Execut ve Secretary of the HTRB. “he LCSPPM will designate a member a: 
sae HTRB. Tse Executive Secretir: 


the HTRB prescribed in ‘pars- 


egenda for each meeting to all HTK: 


‘ 
’ 


the cpportunity to con- 
review procedures, 


The INSCOM PUsoPs, DCSPER, DCSSYS, SJA, Commas: 
for nomlnatioa of an individu: 
Nonlnees may be from their res pec 


or may be the 


Nominations will be submitted to the HTRB Chairpersen 
Nominations may he by letter, Dt} 
required by paragraph a, below. 


» current positio: 
licenses. 
to describe each member'3 


The ir- 
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b. Nominees will narmalle be military officers in the prade of 0-5, or 
4 ¢bove, or civiltan employess, GS-13 ar sbove. Nominees will have diverse hack- 
s;counds to insure thoreugh revtaw of research studies involving diman volun- 
teers aS research: jubjects. Nomiaees should be of varied racial and cultural 
backgrounds. Nominees should have disslayed sensitivity to such issues as con~ 
mundty attitudes, and respect for advice and counsel and for the rights and 
welfare of human subjects. 
¢. Confirmed nominees will serve as HTRB members for an indefinite term, 
ead will be expected to have final authority to speak on behalf of thelr activ- 
TLY. 


mT, Ex officio HTQB membership. The incumbents of the following positions 


arch taetnanme estate iaieetne ae 


fll serve as ex officio, non-voting members of the HTRB: 
a. Chief, CENTEX. 
b., ‘Command Fsycholowist. 
ce. Chief, Human Technology Gffice. 
d. Chief, Publile Affairs Cfiice. 


eae ‘Ad Ad_hoc 9c HIRB membership. The following will serve as ad hoc members of 
tiie INSCOM HTRB: 


” a. The Stuff Advisor for Scientific and Cryptologic Affairs. 
be. A phystcian, as approved by an INSCOM approving offictal (para 2-1). 
Aue ician nominees for ad hoe menbershtp will be provided as requested by the 


Chairperson. 


2D Principal investigator. The principal investigator for each project 
covered by this regulation is responsible for -= 


a. Maintaining adequate records on the following: 


(1) Receipt, storage, ise and disposition of all investisattoral na- 
terfals and devices. 


(2) Case historles that record all cbservations and othar data im- 
ractant to the study. 


(3) Volunteer agreement documents. — 


b. Preparing progress reports, tneluding annual reports, as determined 
oy the approving autiortcy and the [NSCOM HTRB. . 


e+ Promptly notifying the approving authority, through the Ivscoy HTRB, 
of any adverse effecrs caused by the research. 
2-3 
Approved For Release 2000/08/08 : CIA-RDP96-00788R001500140004-8 


let skied Lied 


Approved For Release 2000/08/08 : CIA-RDP96-00788R001500140004-8 


USAINSCCM Res ilation 15-3 24 February 1?°. 


d. Insuring that the research has been approved by the proper authoric 


and the INSCoM 


HTR3 before starting, changing or extending a study. 


e- Insuring that all subjects, inciudins those used as controls or th. ! 
Tepresentativts, ara fully informed of he nuture of the research to inclu ~» 
potential ris«s to the subject. 


f. Insuring that investigational materials and devices are administered 
only to subjects under his or her personal sup.rviston and that of a previously 
approved asscciate {nvestigator. 


g- -Insuring that volunteer recruiting teams are briefed as to the nature 
of the research and the ethical principles in this and related regulations. 


2-10. Members 


ees ae 
teams are responsible for -~ 


of volunteer recruiting teams. Members of volunteer recruiting 


A a Nn Ae eo a 


a» Establishing volunteer requiremen”s prior to recruitment. 


be. Undertaking recruiting in a morally, ethfeaily and legally acceptab’~ 


tanner. 

| 
2=11. Medical monitor. The medical monitor 2 euch project is responsible f: 
and is hereby delegated the authority to tes: site the effort {f -~ 


a. Subjects are at risk of life or li: 


b. It ap 


time of review 


pears the risk is significant!y greater than anticipated at = 
and approval of the project. 7 


net 
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vl, General. Experimentation tavolving human technology or human subjects 

conducted by or on behalf of any .NSCCM component may be undertaken only with 

informed consent: of the subject, and in reeordance with guidelines Issuec 

hy the Department of Health and Hunan Services (DUHS), setting out conditions 

hit safeguard the welfare .f sucl sub‘cets. The provistons of this regulatior 
“estitute INSCOM implementacton c’ these guidelines. 


aati Approval. INSCOM cciponenty may aot engage in or vontract any research 
testing Involving human suatects without advance approval throuzn the (NSCOY 
‘Bo by an INSCOM approving oe iaceane ec atgher level offtetal, where appropri- 
ve. This approval ts required rensrdless of the degree of risk involved. 


“4. Risk « determinations. The IVSCOM HTSB will render all risk determinations 


tesarding INSCOM research or re involving human subfects. 


“4 isk versus benefit. The Goerse of potential ris’: involved in any pro~ 


ert will never exceed the uxpectya Penefttsa of that effort. 


“ 


“5. Moral, ethical and leeal consents. The mortal, ethical and leval concepts 
necnenise oF Rana subjects will te followed as ourlined in this regulation. 
“viuntary consent of each human subject ig essential. Military personnel are 
‘ut subject to the Uniform Code of Milicary ee (UCMJ}) for choosing not to 


{ssa part as human subjects. 


Pk 


- Fully informed subjects Only persons who are fully informed and volun- 
ee as human subjects in INSCOM research and tescing 


teor to take part may be us 
srtivittes. 


ind. Use of non-US citizens. esearch may be conducted outside the US that 
ficolves non-US citizens; however, all requirements of this regulatton applic- 
-e to human subjects shall be eqeally applicable to non-US eftizea human sub- 


vts. 


Use of prisoners of war and detainees. The use of prisoners of war and 


Pe RE RA me Bt eee AP eR Ni i ae Nee + eee ae wsnimvmmrwtin eu. ae ee 


“ocGdinees as human rasearch subjects [s prohibited. 


Medical care. Volunteers will be authorized all necessary nediaal care 
fur injury or disease that is the proximate result of taking part ia approved 


LNJCOM research or testing activities. 


pee Stated objectives. Each project will te designed to achieve its stated 


-jectives». The proposed number of subjects will be the nininum needed to {n- 
vive that statistically sienifieant results are obtained. a 


Fach project will} ke condueted in such a 
steal and mental suffering. Preparations 


roner as to avold~ undecessary 
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will be made and adequate facllittes provided to protect the subject and in- 
vestigators against all foreseeable injuries, disabilittes, or death. A pr: 
fect will not be conducted 1£ any reagoa extats to believe that death or injury 
will result. The degree of potential risk will never exceed the expected ben>- 
fits of the project. 


3~12, Qualifications of investinators. Only persons judged quallfied by ths 


appropriate approving authority will concuct iuman subject studies. The phys ~ 
clan responstble for the health and welfare of the subject may or may not 
the principal irvestigator. The physicton is authorized to stop the praject 


any time he or she believes that injury, disabllity or deatk may result. 


3-135 Minors. Minors may not be involved 1.3 human research subjects withort 
advance approval in each case by the INSCOM HIRD. 


3-14. Recruiting of volunteers. Volunteer recuiting will he accomplished 
personnel responsible for the conduct or th: particular project, or as othe 
wise specifically approved by the INSCOM HTRT, 
3-15. Protocol guidance. 

ae Each approved protocol will be reviewed ar least annually and on 4 
continuing basis as determined by the UNSCO"! HTRB. Annually means once ea: * 
L2-month period. 


be. The decision as to whether a research protocol involves more t™ 
tinimal risk shall be made by the INSCOM HTRH. 


¢. The research protocol will be prepared in accordance with the {-- 
structions contained at appendix B. 
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Chapter 4 
PROCEDURAL GUIDANCE 


4-1. Technical reports. Technical reports will be prepared as preseribed <n 


AR 70-31 and follow the format of MIL-STD-S4°A. When applicable, these reports 
will contain the following statement: 


For the protection cf human subjects, the 
investigators have adhered to the policies 
of AR 70-25 concerning the use of volunteers 
ag research subjects. 


4n-2. Advising the Medical Research and Development Command. Two copies of 
technical reports of study will be forwarded to the Commander, US Army Medical 
Research and Development Command, ATTN: SGRD-HR, Fort Detrick, Frederick, 
Maryland 21701. When HQDA approval, or higher, is required, i{nfornaticn 
copies of materfal forwarded for approval will also be furnished to the office 
above. These will include as a minimum, two coptes of the protocol, a copy of 
the volunteer agreement and all minutes of INSCOM HTRB meetings reviewing the 
Proposed project. 


4nd, Informed consent. Subjects will be given adequate time to review and un- 
derstand all information before agteeing to take part in a project. The volur- 
Ceer agreement documents will be written in language that is easily understecd 
by the subject. The documents listed below will be discussed with each subject 


before his or her acceptance. 


a+ The Volunteer Agreement (append'x CY. 
b. The Explanation Portion of che Volunteer Agreement (appendix D). 


fink, Minimum standards. The laws, customs and practices of the country in 


a he es 


by this regulation, where applicable. The project must mect the sane stardacds 
of ethies and safety, however, that apply within the US involving US citizens. 
Whea standards vary, the more stringent wil’ apply. A miatmum age of 18 {gs re- 
quired for US citizens taking part in cesearch candueted outalde the U3, ve- 
gardless of the laws of the country in which the effort is being undertaken. 


4-5. More than minimal risk. When (t has been determined that the risk in a 
human subjects study is more than minimal, then advance approval is requiv2t 
through HQPA (DAMI-CI) by the Secretary or Under Secretary of the Army. In ad- 
ditien, a medical monitor shall be recomended by the INSCOM HTRB ard approved 
by the CG. 


4m 6, Contractors or vendors. Contractors or vendors holding approved pits 


ee ere ee nterniser 


assurance of compliance shall be considered tn compifance with this regulation. 
Tn the absence of such an assutaice, a special assurance wlll he negottated 


4m) 
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with the contractor or vendor. In all -ises, however, the INSCOM HTRB must ap 
prove the INSCOM participation in or utilizitton of such contractors or ven~ 


dors. 


4mle Reques+3 for exceptions. Requests for exceptions to this regulation will 
be submitted to the INSCCM HTRB Chairperson (DCSPPM) with full de ens 


LnB, Expedited review categories. Categories which may be processed in the 
expedited reylew procedures a are ag follows: | 

ae Recording of data from subjects who are 18 years of age or older, 
using non-invastve procedures routinely employed in clinical practice. This 
category does not Include exposure to electromagnetic radLation outside the 
visible rang? (e.g., X-rays, afcrowaves). [It does include -- 


(1) The use of physical sensors that are applied either to the gur- 
face of the Sody or at a distance and do not tnvolve tnput of matter or signif - 
icant amounts of energy into the subject or an invasion of the subject's pri- 
vacy. | 

(2) Such procedures as -~- 

(a2) Weighting. 

(b) Electrocardlography. 

{c) Electroencephalography. 

(d) Thermography. 

Ce) Detection of naturally occurring radloaccrivity. 
(£) Diagnostic echogranhy. 


(g) Electroretinography. 


b. Volce recorcings made for research purposes such as investigations of 
speech defects, improvement in language utilization, etc. 


ce. Moderate exercise of healthy volunteers. 


d.- Study of extscing data, docaneats, records, pathological specimens, 
cr diagnostic specimens. 


e. Minor changes in previously approved research during the perfod for 
shich approval has Seen authorized. 
4-G%, Expedited _review procedures. Under an expedtted review procedure, the 
HTRB Chatrperson, o or one ot more ATRE reviewers designated hy the chairperson, 
may carry out the review. These reviewers may exeretse all of the authorities 


Aen? 
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a the HTRB except that of disapproval, which may only be exercised as pre- 
scribed elsewhere in this regulation. 


. a» When the expedited review procedure is used, the reviewers will fur- 
a‘sh complete copies of all their ccztons and related matertals {eoz., research 
Puan, protocol, etc.) t2 all other numbers of the HTRB. The HTRE Chairperson 
well submit a written report af c:,edited review actions to the CG within ten 
working days of approval action. 


b. An expedited review prcecedure may be restricted or suspended to pro~ 


Ceee the rights oc welfare of subjects at any time based upen either direction 
 &@n approving of ficial or request by any member of the MITRE, 


As 3 
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Chapter 5 
INSCOM HUMAN TECUMOLOGY REVIEW BOARD ACTIVITIES 


vels Composition of the HTRB- dashevship in the INSCOM HTRB will consist of 
ae chairperson; at least six ots. cegular members, appointed by the CG frou 
wong the nominations subaitted in sxceordance with pacagraph 2-5 aad 2-8, 
heve, or from other sources; an executive secretary; and such other ex officio 
onc ad hoe members ag prescribed In chapter 2, above. One regular member will 
ho not affiliated with the INSSU!! ané not part of the tmmediate famlly of e¢ 
pexson affiliated with the INSCON. 


€ 


“7, General eriterta for membership. At least one member of the YTKB will be 
Prod a profession/pesition/activity eer concerned with the welfare of hu- 
min persons. At least or? member will be non-sclentific, such es a lawyer, 
athtedst or member of the clergy. [HE INSCOM HTRB may invite persois with spen 
clal sompetence to assist in the ceview of complex issues that require exper- 
tise beyond that available on the HTRB. These persona normaily wiil not vote, 
unless he or she {s serviag as the non-INSCOM member of the HTRB. 


dd. General commizcee activitios. a ich regular and ad hoe committee member 
as have one equal vote, and the entice committee will he vested with the ren 
sensibility to determine if a prosesed activity is acceptable. Az ceptability 
atil be in terms of Army Medical Ceparetment (AMEDD) commitments and regula 
tions, applicable law, standards cf conduct and practice, and with full consid- 
eratlon for the particularly sensiiive nature of the INSCOM's role as an intel]~- 
Livence component. 


a. At least five voring memvers will be required to constitute a quorum 
at sach committee meeting. 


h. All actions of the comutttes will be by majority vote of members 
prlogent. 


1» Avoiding posstble conflicts of sincerest « 


a. Except to provide iat deoeiea requested by the HTRB, ao LNSCOM HTS 
-oaber may take part 4a a review of aay project which is sponsored sy thet nem- 
ber'ts organization or office of espivyment or assignment, or in which there may 
ocverwise be a confitet or appearance of a conflict of interest. 


b. The intended approving official may not he a member of the HTRE. The 


aporoving official may not approve: research for which he o¢ she is also 4 prian 


efoal or assoctate investigator. aA higher echelon of command must review and 
auprove such projects. 


S-5. Criterfa for INSCOM HTRB_ approval. . 


ae In evaluating the risks and benefics for projects under considera- 
“fon, the INSCOM HTRB should consider only those that may result from that 


3-1 
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particulir project, unless a clear Vink. has heen established to other p: 
jects. 


b» To approve an effort covered by this regulation, the INSCOM HTi% 9 
determins that all of the requirements below are met. 


(1) Risks to subjects are minimized by using procedures that et. - 


(a) Consistent with sourd inves tigatton desitga and do not 
easakity expose subjects to risk. 


(b) Already being used on gubjects for diagnosis or tres. oc 
when appropriate. 


(2) Risks to subjects are reasonable in relation to << 
(a) Anticipared benefits, if ary, to the subjects. 


(b) The importance of the knowledge that may be expec-ed 
result. 


(3) In making an assessment for the selection of subjects, the Spe 
gor has adequately constdered -~ 


(a) The purpose of the investigation. 


(b) The setting in whic: tre res earch investigation will te co 
ducted, 


(4) Informed conseat witli he adeeurec from each subject. 
(5) Informed conseat will be preperly documented. 


(6) The protecel takes afequate provisions for monitoring th: d 
collected to Insure the safety of the subicects. 


(7) Adequate provisions extist to protect the privacy of subj 
to maintain the confidentiality of data when apovapriate. 


5-6. Special considerations of (Sensitivity. Some or all of the ce ee a 
vulnerable le to special c considerations arene because of past assign oot 
affiliations, etc. In such cases, addiclonal saferauards will be ie 
protect the rights and welfare ot thes subfects. Ya no instance wiil ¢ 
INSCOM be a party +o any research wh{ch involves the use of persons with ocv 
Or severe physical or mental 1liness, ce: those who are economically or aduc 
tionally disadvantared, 


5-7. Sus speaston or termination of Of a preivet, 


a. The {[NSCOM will suspend or terminate a project that -- 


r 
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(1) Is not teing conducted according to the HTRB's requirements. 
(2) Has been assoctated with unexpected harm to the subjects. 


b. Suspensions or terminazions of a project will inelude a statement of 
tine reasons for the HTRB‘s action, and will be reported within 24 sours to the 
principal investigator and the apyreving offictal. 


S, Records. 


a. The HTRB executive secretary will prepare and maintain adequate docu~ 
eogets on HTRB activities, includins, -- 


(1) Coptes of all prososale vevtewed, sclentific evaluations that 
accompany the proposais, approved sarole consent documents, progress reports 
submitted, by investigators, and reports of injuries and adverse reactions. 


(2) Minutes of HTRB me-tings showtng attendance; actiens taken by 
the INSCOM HT&B; tre vote of these actions, includiug the number of members 
voting for, against, and abstatniny a dectsion; the basis for requiring changes 
or disapproving 2 project; and a writtea summary of the discusston of contro~ 
verted issues and thair resclutios. 


(3) Records of conninut»y ceview activities. 


(4) Copies of all correspendence between the HTRB and project inves~ 
'yCOrS. 


(5) A curceat list Of PT3B members. Members will be Icentifled by 
it, earned degrees, vepresentative capacity and expertfence, such as board 
certifications and licenses. The jiaformation will be complete enough to des- 

“ihe each member's chief expected contributions to HTRB reviews. Any enploy- 
“eat or other relatiorship between meabers and the INSCOM will be aoted. 


(6) Writren precedure:, Including agendas, expedited review proce- 
ves, ete., for the HTRB. 


(7) Statements of significann new findings. 
b. The records required by this regulatton- will be retained permanently 
tinier AR 340-18-13. Such records will be reasonably accessible for inspection 


avc copying by authorized DA perscinel and representatives of the Federal Foad 
cu Deug Administratlon. 
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, APPENDIX A 
TERMS ANC ABBREVIATIONS 
Sectisn 1 ~ Terms 
Awl. Approving official. The IbScom Commanding General, Deouty Co-mander, In- 
relligence, Deputy Commander, Suovert, or higher level official, who has been 


dulegated authority tu approve the use of human subjects in researc. 


Av@. Associate investigator. A verison who may be deeply involved in the exe~ 
cucton of research but does not have overall primary responstbillty. 


A~3. Consent. The legally effective agreement Co take part ag a human sub- 
ject. The agreement may pertain lo one's own participation or be ia behalf of 
another person. Three terms asscctated with this meaning that discinguish be~ 
tween the legal validity of suc!: agreements ‘are subject consent, permisstor, 
and assent. These terms are defined below, 


ae Subject consent. Agreement by an adult person who hes autonomous 
legal capacity to consent to taking part as a human subject. This farm of con~ 
sent pettaing only to adults whe have not lost their legal capacity to consent. 


b. Permisston. Agreement ty 3a "legally authorized representative” for 

4 taking part as a human subject cf another person who does not possess autono= 

' wus legal capacity to consent in his oc her own behalf. A legally authorized 

‘apresentative igs a person or judictal body authorized under applicable law to 
oeant permission (also known as third-party consent). 


c. Agsent. Tre affirmative agreement to take part as a human subiect by 
2 person not possessing autonomovs legs] capacity to consent in his or ter own 
‘yenalf, but who is capable of understanding what is proposed and able to ex- 
oress an opinion as to willingness to partictpate. Assent is cencurrence in 
wiait is proposed, but is not a sazstitute for subject consent because, unlike 
songent, assent has 1 legal effecc. 


Avs. Experimentation. nv researc) of testing activity tnvolving, human sub- 
jects that may expose such subjects to the possibility of permanent or tempor~ 
ary injury (including physical or siychological damage and damage to the repu~ 
ction of such persons) beyond the risks of injury to which such subjects are 
ordinarily exposed in their daily ifves. , 


A-3. Expedited review procedures. Thos2 peocedures used in research involving 


no nore than minimal risk and those usei for minor changes fn approved investi- 
gectons. These procedures minimizs time required for review. 


Avo Health care practitioner. 1 individual trained to interact with pa- 


tleats to provide diagnostile or treatment procedures within established profes- 
sf{onal standards. 


A~L 
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A-7, Human subject. Any person, whether 9° yot such persen is a US citizen’ 
about whom ai lnvescigator conducting research testing or studies obtains det. 
through interaction with that person. jot rhystcal procedures and manipula- 
tions of the subject or the subject's environment are included. Human subjec: : 
may be thought of as direct objects when the research és to determine the e°- 
fects of a new system on man (for example, the psychological effects of a par- 
ticular inteccogation technique on an indiv.cu.l) or as indirect objects when 
test is conducted to determine how man affects the ultimate performance of a 


as 


An-8. Human, Technology Review Board (HTB). A bocy set up to provide Initial 
and continuing review of research involving tie use of human Subjects. HTi" 
Fulfille all the functions of a human use committee as described in AR 70-2). 
It is fundamentally similar to an Instituctonal Review Board (IRB) discussed {> 
guidelines i3sued by the DHHS for human reseurch, but has somewhat differe-- 
authority ag conpared to an IRB. Within Duc, authority to approve the use <{ 
human subjec.s in research {ts vested in coma.aders. In the ZNSCOM tt is vested 
ia the CG, ind has been delegated to the PeceT and DCG=S$ for matters unter 
their Tespective functional control. Approving off{ctals act on recommend. 
tions of validly constituted HTRES. Outside DOD, [K8s tend to be vested wl’: 
this authoricy. , 


Ano. Legally authorized Representative. <A person or jfudiectal or other beady 
authorized under applicable law to consent on behalf of a prospective subfur 
to the subje-c taking part in the procedures {involved in the research. 


A~10. Medical monitor. This person ts a mlittary or Department of the Ars. 
civilian physician who is responsible for ohserving human subjects during tise 
conduct of research. ““ 


Awll. Minimal risk. When used in the context of this regulation, this means 
that the risks of harm anticipated in the proposed research are not greater, 
considering probability and magnitude, than those ordinarily encountered {n 
daily life or during the performance of routine physteal or psychological exam- 
inations or tests. 


fA-12. Principal investigator. A person, regardless of title, who is primari!. 
Tesponsible for the actual execution of the research. 


A~=13. Protocol. The written, detailed pian by which research is to be ce 
ducted. The plan contains, as a minimum, d’scussion of -- 


a. The objectives of the project. 

b. The information to be collected. 

¢. The means by which it wlll be Gollecced and evaluated, 

d. An assessment of potential risks anid benefits to Subjects. 


A=2 
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e. Safety measures. 
f. Other meaas to be used to reduce the risks to subjects. 


A-!4, Research. A systematic investigation designed to develop o¢ contribute 
to general L knowledge concerning military or intelligence problema. The tert 
does not include individual or group tratning of personnel such ag combat read- 
fiess, effectiveness, profictency cor fitness exercises, This definition is 
‘nique to this regulation and 4s soc tnteanded to identify an effort for funding 
nicer appropriations intended for Kesaarch, Development, Test ane Evaluation 
OTE). “Research” ian the sens applied in this regulation will be funded 
seording to the project, effort, ate., to which 1t applies. 


stay te Research and development. Any sclentifice inquiry, investizatton, or 
ltdation performed or directed tc test hypotheses oar develop ce:cepcs con- 
coraing physical or blological principals or laws. Research ts a tuijor explor- 
fom of ‘the unknown and contains unpredictable elements. Development jusually 


2% confined to the qualification or claboration of known principals. 


ve dh, Systematic {nvestinution. A formal inquiry generally deseribed in a 
protocol ‘that sets forth expileLt gotectives and formal procedures designed to 
resch those objectives. The ters. includes clinical investtzation:, but does 
act include post-trainiag or post=rherapeautie inquiries intended orly to evalu 


ate Andividual progress or responsiveness to training or therapy. 


eri?. Test and evaluation. An offert or assessment to. validate proposed or 


oxigting standards or “concepts of pirformance, either of humans or cf material. 


fé-13. Test partictrants. Humens fdircerly involved in tes: and evaluations, 
tut who are not therselves the direct object of such activities. Generally, 
fest partleipants are not regardec us receiving any direct benefits as a result 
of their participation in the test (fer example, a new doctrine or training 
Concept). 


Ant 
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Section LI - Abbres? ations 


Departrcnt of the Arr’ Assistant 
Chief of Staff, Intel !ieence 


Aray Melical Lapartment 


IS Army Research Institute for the 


Behaviaral and Soctal Sciences 
The TNSCOM Center for Excellence 
Code of Federal Regulations 
Department of the Army 


US Army Materfel Pevelopment and 
Research Comnand 


The INSCOM Deputy Chief of Staff for 
Personnel 


The FNSCOM Deputy Chicf of Staff 
for Fling, Programs ard Modernization 


Th: TNICOM Deputy Chief of Staff 
for Cperations : 

| 
Departauent of Health end Human Service 


The INSCOM Ate’: Performance Task 
Force .no longer const ttuted) 


The LNSCOM Humin Technology Review Boar! 


US Arm: 
Commeanil 


Intelligence and Security 


Major Arny comnand 
The INSCOM Sta" Judge Advocate 
The Surgeon General of the Army 


United tates 


| A-4 
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APPONDCIN 3 


FORMAT FOR PREPARATION OF A RESEARCH PROTOCOL 


Section | 
CENERAL INFORMATION 


1, Project titie. Reise complete project title ~ 4£ this {3 an amendnent o> 
an existing projec identify by Indicating “Amendment Noe to" immediate 'y 
preceding the rai 


2. Investigators. 


ar Principal. _investigator. (Enter full name, rank, title, organizaiion 
and telephone number). 


be = Associate investigators. (Identify all associate investigators and 
area of the project for which each 1s responsible. Include full name, rank, 
title, organization and telephone number for each). 


3. Location of the project. (Identify all locations at which the project wtil 


be carried out and “specify which portions will be done at cach location and who 
is the poine of contact at each locattoa. Include telephene number for POC). 


4. Period covered by the project. (Give month and year of expected start acd 
completion “dates). 
Section JT] 
TNT RODUCTICN 


5. Synopsis. 


ae (Enter a short, one-page or one-paragraph, summary ef the proposed pro- 
ject, simfiar to the abstract of a sclentlfle paper). 


b. (Enter a list and tErtef cdeseriptton of safety measures for human sut- 
ects involved in the project). 
prog 


6. Medical application. (Explain briefly the medical importance, including 


Pe ATs ee AN ORAS om ANNO NP Ee 


psychological considerations, and possible usefulness of the project), 


Vs Objectives. (State briefly but specifically the objectives of the pre- 
ject. Include items below, where applicable). 


a. Study design. (Nouble-blind, crossover, ete.). 


B--1 
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| ) Ry 
b. oT chiglogies to be employed. (List the generie technologies to be en- 
pluyed in the project). 
roan) Type of populettion involvel. (List the subject population to te ob-~ 
served). | 
nae Stacus. (State what tas been accouplished or published in the proposed 
Bdiechictactal ; t 
“re. of study and deserite how thls profect will relate to, differ from and/or 
veace that which has already been accomplished). 
| 
3. ibliogriphy. (“Lise all refereuces used {n preparing the protocol). 
ieee aca 7 i 
1d. Authority. (Cite the gvectfle authority for the INSCOM to engage in this 
project. Indicate date of approval, and {f not yet approved, indicate specific 
approval authority needed for this project. Identify any FOC in approval au- 
thorlty's organization with whem coordinatton has been effected, 
Sectton Ttl 
PROTOCOL PLAN 
il, General approach. 
ae (Out L tne expected accomplishrients in sufficient detail to show a clear a 
course of action). a 
b. (Include discussion of the terhnotogical validity cf the proposed re-~ 
search procedures). 
ec. (List the chronologtcal sreps to be taken). 
I2. Project subjects. (Give as a minimon the information below). 
ae Number of subjects. CIndfleate the total number of subjects expected to 
complete the study). 
be Age range. 
Ge Sex. 
d. Inclusion criteria. (State specific ard detailed reasons for inclustoa 
»9f subjects by class, or dadividually, as apprepriate). 
e piagnostic eriterta for entry. 
I i 
f. Evaluations b fore entry. (Taclude any phystcal or psychological axan- 
[nations, medical history, ete., which is to be done on each subject befers 
entry {nto the project). 
| «: 
| iB i 
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ge Exclusion criteria. (Inciade a complete list detailing tte subjects, 
ciseases, medicat tons, ecc which constitute the ertterta for excluslen from 
the project). 


lie Source of subjects. (Deseribe briefly where subjects will be ob- 
Lmed). 


1. Subject identification. (Teserfbe code system, if any, which will be 
toad da the project). 


j. Subject assessment. (Describe the methods used to assign or allocate 
ti object of this research to particular subjects). 


k. Risks and benefits. (Discuss the analysis of cisks and benefits to 


suk jects and Co those. ‘conducting th: research). 


1. Minimization of risks. (Olscuss the precautions to be taken to mini- 
mive or eliminate risks to subjects and those conduct ing the research). 


me Corrective actions. (Descrihe hypothesized advarse reactions and cor- 


ASN iN do eRe oA 3 


rective actions expected to be tavun If such adverse reactions occur). 


The ‘special equipment. (Describe any special medical or nursing care or 
equipment needed for ‘sub jects admitecd to the project). 


‘2. Project technologies. 


a. (State the complete name and ceseription cf all technologies to he 
used, including procedures for their apntication). 


De (Identify the source of 211i technologies and related items, devices, 
etre List all conponents and manufacturing and quality control plans/ 
pt as, where applicable). 


a. (Identify the methodslogy for applicatton, if different from procedures 
dseribed above). 


d. (State the schedule, admintstration and duration of each aspect of the 
te ject). 


ae (Deseribe In detail uccompanylay devices amd their intended use. Iden 
tity whether these ace classified «3 medical devices and whether the medical 
daovices amendment cto the Federal Feod, Drug and Cosmetic Act applies}. 


£, (Discuss labeling to madteal devices, where applicatle). 


°, 


Les Evaluations made durtr, and fel lowlna the projecn. fA project schemarte 
mey be included, ar the cae mav oe Tisted as indicated helow. In efther 
cane, it fs iapeceant to Ldeatify che pecson who will perform each evaluation). 
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a. Specimens to be collected. 
(1) Schedule of collections. 
i + 


| 
(2) Evaluations te be made on spec lnong. 


(3) Storage. (If applicable, stai. where and if special conditier: 
are requlre.’.) 


(4) Labeling and disposition. 


(5) Laboratories performing evalusticns. 


(6) Special’ precautions. 


De Cliiical/behavioral as: assessments - (trelude how adverse effects are 
be recorded). 


¢. Vitali signs. (State when destred and the frequency). 


ed 


d. Fol’cw-up procedures. 


e. Disposition of data. (State locatton and duration of storage. Inctr} 
pertinent 1 formation tegacding Privacy Ast ind AR 381~10 considerations, «' 
applicable). 


and points | te characterize safety, ef efticacy cx aisle 


f. Hethods used for data collectior. (Strate eritical measurements used a: 


15+ Departure from protocol for individual subjects. 


a. When allowed. (Use flexible, but definite criteria. If none is to he 
allowed, so state). “ 


b. Who | will be notified. CInelude beth those reparding the individes! 
gubject, if appropriate, e, and those elsewhere within the INSCOM. Must notify .:: 
least the HTRB). 

16. Adverse reactions. (Must correlute with paragraph lin, above), 
ee ee 

a. Definition of subject reactions. | 

b. Imme diate reporting procedures. | 

¢. Routine reporting procedures. | 


d. Potential post-project adverse react i 4 


Bai 
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Section 1V 
ADM LNTSTRATION 


ae Modification of pretocol. Describe the procedure to be followed ts 
Wify, tecminate or extend the protocal). 


a Disposition of unused projec: mat terfal. (Give a statement pertaining to 


»position of unused project material and d devices, if applicable). 


18, Publications wand repotts. (Describe use, including potential restric- 


tions, 0. of informat.on and | publicacians and reports arising from the project). 


eO. Funding. (Identify source of funds and any special or unusuel funding tuo- 
paleations). 


.. Medical monitor. (State the name and telephone number of medical monitor, 


vlen applicable). 


«+ Protocol Teview. (Identify ‘he luman use committee or institutional +ro~ 


view board which will provide inlcial, continued aad annual review of this piro- 
4 acol}y. 


Pasa 
“ame, rank and organization of “pe Sen subattcing | protocol) 


Lenature) 
ccame, rank and orgentzation of arf{netpal investigator) 


oe atm see oe a A A te Hem 


ie ipnature) 


‘Same, rank and Org. rénizetion of ape roving of fictal) 


Seca aeteetaaeetitceaene Re eee eee a eee 


At t achments $ 

‘A ~ Propos sed Volunteer Agreement 

N= Proposed Explanoticn Portion of the Volunteer Agreement 

“ ~ Review of Sctentific and Human Research Issues (if applicable) 


~ Blographic Sketch of pr!ncipal and assoctate investigators 


B=5 
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APPENDIX C 
VOLUNTEER AGREEMENT 
Part A 


I, eT at a _» having attained ny eighteenth 
Cth) birthday, and othervise having full capacity to consent, do hereby vol- 


caneer to participate tn an iuvestisatien study entitled: eh teal Owe Ox, 


AOE Si RRC MRE NRC RE OR SS A OG OR AE OR MORN IY ETN ee Tw PO PDD tn YAR GE NR, yA 


and 


sean irene to 


AO OLAS, SE A IT A LN OED et IRN. aN Rite 5 SANNA |e aR ken: EO NE i a A OTE Nat A A I | EY TER REET Ra EA * A “itive casita 
er the directioa of 


* 
iooashaiepaeneeemenenemeneateeniaacinat eheatadicorertiane cea eee dee eetesa Ete tedint ceoeenatttettate interes ae aan rhea nem ieamemn tentetachcnnstaiaamenddeneiamenntnmammaiatanttind 


The implicattons of my voluntary partteipation; the nature, curation and 
cagete 


curyose, and the methods and means by which it is ta be conducied; and the in- 


“ouwentences and hizards to be expectad have been thoroughly explalred to me by 


eee Eine asi , and are set ferth in Fert B of this 
A,veement, which [ fave sigaed. [! Tve been given the opportunity tc ask ques~ 
tious concerning this tavestigative study, and anv such questions hava been 
answered to my full and complete sstisfactton. 


Tounderstand thet I may at any tine during the course of this tuvestigative 
auvay revoke my consent, 


and withdraw from the study without presudice; how- 
aver, To may be recufred to underpo certain further examinations, tf, in the 


Soinfon of competent authority, sach ecaminations are necessary fcr my health 
“c well being. 


yf aha nea Sia ei ccc ted, Seti Sica ci ANS CS ae cca ces 
Signature 


Date 


a ernanne cit ae nae eer 


Witness's Jisnature Dete 
" 

Fal . 

Cm 
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en rs DPPENDIX D 
VOLUNTEER ACGREEMEN™ 
Part B 


Explanation Portion of the Volunteer Agreement 


1. Project title. (The title of the project and the place where Lr is to be 
e oadueted)e 


2. Principal investigator. (Must agree with the protocol). 


3. Discussion. (A statement that the study Involves research. An explanation 
ef the purpose of the study and the expected duration of the subject's partici- 
cation. A description of the procedures to be followed. An identification of 
any experimental procedures. A statement giving informatlon about prifor, simi« 
lar, or related studies that provide the rationale for thls project), 


4, Risks or discomforts. (A description of any reasonably foreszeable risks 
or discomforts to the subject}. 


5. Benefits. (A description of «ny benefits to the subject or to others that 
may reasonably be expected from thre study). 


5. Alternative procedures. (A disclosure of proper alternative procedures or 


courses of. treatmen-, if applicable, that might be advantageous to the sub- 
Aaetye 
‘. Confidentiality of records. (A statement describing the extent, Lf any, to 


Ee confidentiality of records Lientifying the subject will be maintained. 
oO, Lf more than a minimal risk {s involved, a staterent that autherities 
never the US may Inspect the records). 


Subject's rights. (An explanation of whom to contact for answers to perti- 
vent questions about the study ang the subject's rights and whom to contact in 
fie avent of study-ralated injury te the subject). 


ree) 


Voluntary partictpation. (A statemenn that -- 
a. Participation is voluntary. 


b. Refusal to »varticipate will involve no penalty or loss of benefits to 


which the subject is otherwise entttled. 


ee The subject nay discontinue participation at any time without penalty 
er loss of benefits to which the subject 13 otherwise entitled). -- 
t'. Compensation ani medteal treatne (For a study involving more than min- 
ial risk, an explaavation as to whether any compensation and medicul treatment 


Del 
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are avatlable if injury occurs and, {if so, what they consist of, or where fur- 
ther SRTORRELAOR may be obtained). 


1). Addtttonal _comments. (When appropriate, one or more of the elements «: 
doformazion. below will also be given to e:ch subject. 


a. A statement that a certain treatneur oc procedure may involve risks t- 
the subject ~ or to the embryo or fetus If the subject {3 or may become pres - 
Tint =~ tnat are currently unforeseeable 


b. The anticipated clreumatances under which the subject's particlpatio 
may be terminated by the investigator without regard to the subject's consent. 


| 


ec. Any additional costs to the subject that may result from partictpat!« 
in the sa 


d. The consequences of a subject's decision to withdraw from the study an: 
procedures fer the orderly end of the subject's participation. 


e, A statement that new findings developrd during the course of the stu?: 
which cculd affect the subject's willingness «9 continue will be given to ti. 
subject. 


f. The approximate number of subjects Involved in the study. 


g- The precautions to be observed by the: subject before and after the 
study.) 


0-2 
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AA AEN ATE IS | SIT 


The proponent of this regulation is the Staff Judge Advocate 
Users are invited to forward comments and suggested improve~ 
ments on DA Form 2028 (Recommended Changes to Publications 
and Blank Forms) to this Headquarters, ATIN: TASJA. 
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LN: ROR SO ANON OE TT EE SY NORE: HO ET ON AN RS 


FOR THE COMMANDER: 


GPPICIAL: LOUIS Db. KIRK 


Colonel, GS + 
4 W Wee f, 
Ly ; : ty bias 


Chief of Staff 
“7A, YRAYNAK 
Administrative Officer 
DISTRIBUTION: 
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Staff Judge Advecate (30 cys) 
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